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r?i voT wwn ’srol f tmiro’ it? smn *(*■ 

rm m inl 

Sqiarute I'atting Is given to this Part in order that it may be filed as a 

Nparate coiii|41ation 


aiVc tifvTTV 
('^TVOT f4>rnT) 

Rt feRfr, 4 RTRX, 1992 

gr.irr.fT, 84G(vr).—v?r it? ttt ^ ^ 
Tfi.rv<iffl4f ^ fr irvRfhSV wr^vnr ^ 

TVra^ frlT fRlTRT RRI'RT VTTRWP 11 

sftr >^Rfbr in fipnff % trtx^ in^ % 
ifbiT abifir irmfWt nimnrn: «ft4 Ir rjihi/I in^ ^n- 
^ 1 

sra. srWh ai>T iwwn imi# fnnn, io4s m ^ iWign 
^ ftin lifirm fniRt m fGHf^fird ittw iiVrfh lOr 
Jinran wnh i 94 o (1940 m 13) i 5 V tmr 12 aftv 

3 j ffTTT srm iifwfr m JufHT liT^ 51 T, ;j!Rr anr if) 

^ irrfV arfmn) wRvrff ^ fun sPFTftnT fSRr armr |, ftnr^ 
nuh waifm if) awinT sf)T sttt ^ ^ 1 ) 

^ srr^ fniiTt ix ^ ^ fwaii) w thsttst ^ 

afmn wfag;^,-RT n+iftin if) tiuirr ^nrar lit 

S'*! S^r ai 6 fin ^ vmfa if) nnifti ii 'wria' fimn 

fmr mniT 1 

fpf^ arwi) 4T qnrir tt, ^ ^77 sprxt FjfMiss: €Tifa 
iff wPn ^ 5iT*nr fjm) if) nm fRf) <) 

anr ?f), wwrr fnn: 1 


im fntriT 

1 . 5 n fimfr m irftT?v nm aWa afln sniiijn arnif) (.. , . 
iiflan) ffnm, 1992 | 1 

2. 3 )hfa afk jRimn irmif) finiT, 1943 if) un^ 

"n" ini) uni; qram mn froff if) «nj^ "1" 1751 nnr 

t 4, n) "nvim % ifnn n^nr if) nfw" i) n^fan 

t ^ (2) % (ir) if,— 

(i) fTanm m'{?r i ti: fnRfnPaa 'wpjnr wr 
npniT, waf^:— 

"O, 004 ^-f- JX ■)/oT ()0 4 (i "*7 
(11) ‘'in^ (>nf fniran) in njjjrr ^rnr" airfan anirf) 
if sififin 1, 2 3 f)i: 3 % nrni fan s if "4, 6 , 10'' 
iM iivam TK "2, 3, 5 ’' 3 fii n^l^" I 

3. fiinf) if) an^i) 'V' % ^ 9 i) ''fimr” ir 
rfafan fiamn naifir (3) iriam ni fn^Tfiri^ nn tniwr 
an^, aa);i.— 

■'( 3) tti:^ irm jftiTTf nn ni) 3 fi^'f tt: nrrr nri^ ftmir 
if firm)- i) 3 oi -2 mr rTn qx t), ii flmrii 

30±5 on rrjT qi- srYr fsTan irnTvrn ftn vmfnn ^ 
nV m ipf) fT|-if) ir if) iriffn Fi^ qr o.os ^ o.os 
nn >Tn winf I nri rnini iffmr if f^tr fsRif tn'rnan 
4 )t mri qr Tm 22 + 4 % ifif 5)11 1” 
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4. ^ Jifr 'V' % ^ i 4 Jr, aft 

’WTHT, ^ 3 fVt RTTror” — 

(i) finmpr I sfrr II ^r^rpr tt fncr f^fa pi otwr 
—I 

( 4 tt 4 81 ^ s^firr) 
qx («nf PrTtttT) wih^ 

^ I *fiV 1,,,. 

«mt 3 5001?! 1. 5 ?Tni fon 
Rim nf! ifrjpTT 

*TI^T< 5 0 0 ‘ rf^T — 0 . 4 

R ifY — 5 

RTT —b 

WTRTT 1 . 5 >Tm ^ 5 (TTUf {PF 

RfTRT ifNRT 

Rl^RT WWt 8 00 ■ rTif37tT!T —o 4 

1 ^ ?fr —7 

WT —8 

ffmr 5 wwlr Rfcw 

RJJin RTTn: 1250 : — 0.4 

—10 
WK —XI 

fjcTir ;—^1^ t^lFf % ?RT Iff! ^flT^ |[ I 

IT xfl ?! Rain nq-fn < 1 ?! nf!#! % Pro 

Ttif r! rtSt nr.iRTtr naTf trrn.^i' ^ i { 
mT ?r wnfr^Pr rmi rtih r't *ifV nr^fpr »? Pro 
5>ff <! finfRiT Rsirr | i 

R’TTRd' fl 
(^TT 6 ^<50) 

^ 3 ! %«JT TT vnfrt (hr PTTrn'p) 43 nnPr#! Pptot % 
Prnr Rim ^ 4?r Rtnwi i 

nrnnr 35001 ^ 1 s rtw 


tjaPT rrrt iri! nfr iIlRRi 


nnnr nmx soo ■ 

1! ifn t^n 

— 0 . 4 


ij ?f! 

—s 


RTT 

— 6 

iJar nrnt 

1 . 5 ntw ?r s nv 

1^ n?^nT ^ 4f! ntim 

nipr nran: 800 ; 

n 

lT?f! 

— 0.4 

—7 


WT 

— 8 


^ W^TT 5 nTiy ^ nfETT 


i^^rn RiRT ir^ ^ rflRRi 

RURT WITOT 1250 . iripTljJT —0.4 

o ?{! —10 

nr! —11 

.— iTip^im ?! TRtPi^ 4?! Rf!!FfR wTrS?! ^ I 


tT?f! ^ nftfRr liaTT nn'Ri; vT % ftnr 

^ 45! wnrik (tThw! ?!?Bn nPran ^ i 
nrt ?! *nafHrlR rw nnfn rr i? 5! nr^IrliT * PfR 
Tii^f 4?! RW nfn^ I I 

(ii) riNr 4 5 ir 8ft "qiftisrir ^ nrHj" ?r?f#fe?r 

t "96 Tft" sfuft afrr UPR ^WTT Ti- "l68±2 

sff Bfrr wtf -r^ RTT^ I 

[R. X. 1 l0l4/8/92-tfri!irt!?rir4R'f!4[<fi O)] 
^Rtfer 4rt^, wT! Rpra 

fetirnr;—HRIRR RPHf! PtRH, 1945, l-V 79 «TiT«ri 
ifuffftrT i^T Ji' ?rf‘-4 rV tPrit iFFiTfiT (r!rr»-ii fimm) RTwr 
i! fsTT-! rNEt rV JiRdiRRTRif!, nPcfftriTR, afh; fiWR (tf!.w! sfr. 

'T ^ OR -6 1 ) ifr nPRPrR |, ar ^ 1 rtci Pnin't Jr tiitr 

% TrRTR '013-3, IffR (.3)(i) i! R^flftlfl fRtRrtrrWR Wf^lRRPfT 
If!! ?TtfTr*I=r flrrr Rtr ?f -- 
1. nr.Rif Pr. 12.11 otrra 0-10-1979 
i. Rf.Rir.fR. 124 3 7 frfn? 0-10-1979 
3 nr Rir.fR, 1243 RitPst 0-10-70 
4- nr.iRr ft 1231 Rifrij i'3-io-89 

5. nr.iFr.ft. 430 Rrftsr 19-4-so 

6. Rf.Rlr ft. 779 TrClT 2(1-7-30 

7. nr.ipr.ft. 54o(n) Rrfrer 22 - 9 -. 8 O 

8. RT.RT ft. flSO («r) 5-12-80 

9. nr .Til.ft 601(1!) irmtar 5 - 12-30 

10 . RT Tl.ft 032 (n) RfTtiff 5-12-80 

11. Rf.Rrr.ft. 27(*r) cTfTtsr 17 - 1-81 
12 nr Tf.ft. 478(n) nifw b-s-si 

12 . nr TT.ft. 62 (n) niTtiir 15 - 2-32 

14. nr.TT ft. 462(n) rrW 22 - 6-32 

15. nr Tt ft. 5io(n) nrrtisr 26 - 7-82 


10 

nr,Mir.ft. 

13(W) rffTlia .’O-y 32 

17 

nr.-Pr.ft. 

,iin(!r) norria 1 - 5-31 

13 

nr Tr.ft. 

331 (n) nr?inr a-s-ni 

19. 

nr.O'!,ft 

400(n) niT,or :o-o-h4 

20 

nr.orr.ft 

437 (ff) FrrTiia 2 - 7-3 ( 

21. 

nr Tr.ft 

39(n) nrfiiT 10 - '-as 

22. 

nr.Tr.ft 

7 83 (n) nr’r’inr 10 - 10-31 

23 

nr.Tr.ft. 

i7(’n) nmij /-1-H4 

24 

nr.orr.ft 

io4o('!i) nrniff 29 5-ao 

25 

ni.TT.ft 

1 0 60(W) nr^fil 5-9-8 6 

20. 

nr.Tr.ft 

111 5(n) ntrtnr ' 0 - 9-80 

27- 

ft. 

71 (n) nrfi’or , 30 - 1-37 

2£. 

nr on,ft’. 

570 (n) nrfmr 12 - 6-37 

29. 

nr 3n,ft. 

020 (n) niTilff 2-7-87 

30. 

nr.an.ft 

7 92(n) nrtni 17 - 9-37 

31. 

nt.an.ft 

37l(n) nitW 14-3-33 

3X 

RT.sm.ft. 

7 5(n) Rrfftr 2 - 0-33 

33 

nr.an.ft 

075 (n) nrftia 2 - 0-33 

34. 

nr.Tr ft. 

670 (n) nrtrij 2 - 0-33 

."S- 

nr irr.ft 

677(n) nrftw 2 - 0-33 

3« 

nr.an.ft 

08i(n) nrrt!! b-b-so 

37 . 

?n an ft 

73 5 (n) ntftia' 24 - 6 -S 3 

33. 

nr Tt ft. 

Sl'lfn) 27-7-83 

3 9 

nr.arr.ft. 

944(?t) fllfOT 21 - 9-83 (infirm) 

40. 

?TT arr.ft. 

4,1 (n) ni^iTT 2 ')- -so (wftrrn) 

41. 

nr Rir ft. 

44 (n’) 20 - 1-8 9 (njTa'ra') 

42 

RTT.an ft. 

lOfl(CT) nrTiij 14-2-95 (nfsan) 




3 


3 (i)] ■ 'WTWTJ-ot 


43. 

m 

Tpf 

Ft 

443 (tr) 


1 2-4-99 

44. 

m. 

47[. 

fir. 

5,9 3 (W) 

Fitzpsr 

2-5-9 9 (Xrfa'Tff) 

45 

rrr. 

■rr 

Ft 

e9i(ir) 

TrTiTj 

1 l-'/-P0 

4«. 


.irr. 

.Ft. 

V84(w) 

TTifrer 

'23-5-89 

47 

nr. 

.Tr, 

Ft. 

1H (w) 'rTrlrar 

1-10-8 9 

48- 

RT 

.'Pr 

Ft 

73l(W) 

Tirfitj 

■2.!-8-9 0 

49. 


,'tr 

Ft. 

ftn5(w) 

TrciT? 

25-10-90 

59. 


.TT 

• Ft. 

1 1 (w) TUT.TSr 7 

-1-9 1 

.51- 

trr 

■ Tr 

Ft. 

223 (w) 

riTTlrst 

19-.1-91 

.52. 

nr 

.’sr 

.Ft. 

246{WI 

=Trz'r5r 

1-5-01 

53. 

nr 

,^r. 

.Ff 

301 (3r) 


7-5-91 

54. 

??r 

.'pf 

.Ft, 

2 0 2 ('a) 

rrtriT 

7-,.-91 

5 5 


.Trr 

.Ft 

491 (tr) 

rrtw 

'2 5-2-9 1 

SH. 

ttr 


.Ft. 



25-',-0 1 

57- 

trr 

.4rr 

Fr. 

53 ;(»3) 

firPiW 

59. 

rrr 

.rpr 

fT. 

(;2fl(Tr) 


14-10-91 

.59 

nr 

•Pr 

Ft. 

GPtO (t) 


'2-1 1-9 1 

«0 

m. 

.>pr. 

,Ft. 

730{'rl 


1 0- 1 I'-O I 


m. 

Arr 

Ft, 

59 (tt) ITNI'^ 1 

>2- 1-92 

«2. 

nr. 

A?!, 

Ft. 

305(xr) 

TirTiTJ 

4-3-92 (Uinroj) 

S3. 

m. 

>pr. 

Ft. 

445(3?) 

TriTiTJ 

3 0-4-199 2 

S4. 

wr. 

•rr. 

Ft. 

597(3T) 1 

nrft® : 
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MINISTRY OF HEALTH AND FAMILY 
WELFARE 

^Department of Health) 
NOTIFICATION 

New Delhi, the 4th November, 1992 

G.S.R. S46(E).—Wlicreus llic Central Government 
is. of the opinion that circumstances have arisen 
which render it necessary to make rules witluniC con¬ 
sulting the Drugs Technical Advisory Board. 

And whereas the Central Government proposes to 
consult the Drugs Tichnical Advisory Board whhin 
six months of making these rules; 

Now, therefore, in e.xcrcise of the powers conferr¬ 
ed by section 12 and 33 of the Drugs and Cosmetics 
Act 1940 (23 of 1940), of the Drugs and Cosmetics 
Act, 1940, the following draft of certain rules fur¬ 
ther to amend the Drugs and Cosmetics Rules, 1943, 
is hereby published as required by the said sections, 
for the information of aU persons likely to be affected 
thereby, and notice is hereby given that the said 
draft mles will be taken into consideration after the 
expiry of a period of sixty days from the date on 
which the copies of the Official Gazette in which this 
notification is published are made available to tbr 
public; 

Any obfection or suggestion which may be receiv¬ 
ed from any person in respect of the said draft rules 
before the expiry of the period specified above, will 
be taken into consideration by the Central Govern¬ 
ment 

DRAFF RULEJ4 

1. These niks may be called the Drugs and Cos¬ 
metics (. Amendnicnt) Rules, 1992, 

2. In the Dn7gs and Cosmetics Rules, 1945, in 
Schedule R (herein after referred to as Schedule R 


of the said rules), in paragraph 4 relating to "Proce¬ 
dure for sampling during production", in sub-nan* 

(2) , in clause (C),— 

(i) for the existing formula, the following for¬ 
mula shall be substituted, namely r— 

0.004N+3>:\/®^004n' 

(ii) in the Table relating to "Sampling of Con¬ 

doms’’, against entries 1, 2 and 3, in colu¬ 
mn 5, for the figures "4, 6, 10”, tli* 

figures ‘ 2, 3, 5" shall bo substituted respec¬ 
tively. 

3. In paragraph 9 of Schedule R of the said rules, 
relating to “Dimensions’’, for the existing sub-para 

(3) , the following sub-para shall be substituted, 

namely 

"(3) The single wall tldckness when measured 
at three points, one at 30 + 2mm from 
the open end, 30 + 5mra from the clos¬ 
ed and e.xcluding the reservoir tip and at 
mid dislance between tliese two points shall 
be between 0.05 to 0.08mm. Measure¬ 
ment shall be done with the micrometer 
with resolutions of 0.002mm and pressure 
of 22 + kpa on ifie sample.” 

4. In paragraph 14 of Schedule R of the said 
rules, relating to “Labelling Packing and Storage”,— 

(i) for the existing Annexures I artd II, the 
following Annexures shall he substituted, 
namely :— 

•■ANNt'XURf:-! 

(Sa paragrophs ‘t anr’ .S) 

Sampling Pliti for control of condoms Manu¬ 

facturers’ I eve! 

BATCH SF'i 35001 to 1 ,5 LAKHS 


Single Samplirij Plan 

Sample Sice 500 : AQL -0.4 

AC -5 
R-6 

BATCH SIZE 1.5 LAKHS TO 5 LAKHS 
Single Sampling Plan 

Sample Size 800 ; AQL- 0.4 

AC—7 
R—8 


BATCH SIZE OVER 5 LAKHS 
Single Sampling Plan 


Sample Size 1350 ; AQL- 0.4 

AC-10 
R—11 

NOTE : AQL mean*! Acceptance Qualify Level. 

AC Means Acceptance Number i.e, the maximum allowable 
nuTub-r nf --VNrtivcs for '’cccptrnce of the Batch. 
R Means Rejection f-fumber i.e, rlie piinimura of de¬ 
fectives for rejection of the Batch, 
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ANNEXURE 11 
(See paragraph 6) 

SamplvAg Plan for Quality Contiol of Coneionis at 
Purchasers' Level 

BATTCH SIZE 35001 to 1.5 LAKHS 
Single Saroplirg Plan 

Sttmplo Size 500 ' AQL 0.1 

AC 5 
R—6 

BATCH SIZE 1.5 LAKHS TO 5 t Ai<cr<; 
fiinglo Sampling Plan 

"Sample’^e 8^ : AQl^ O.A 

AC ^7 
R--8 

BATCH SIZE OVER 5 LAKHS 
tiingle Sampling Plan 

Sample Sire 12SO : AQC-0.4 

AC-IO 
R- 11 

NOTE 

AQL- Mean-, Acccptaiuc Quality level 

AC mean!, Acceptance Number i.c the oraxtniuvu 
allowable number of Jcfcrtivcs foi acceptance 
of the Batch. 

R means. Rejection Number i.e. the minimum nunibei 
of dcfcctivea for reiection of the Batch.*’; 


(ii) In Allflexure IV, m paragraph 5 relating 
to “Duration oi lest’’, for the figure and 
word “96 hours", the figures, signs and 
word ‘T68 2 hours" shall be substi¬ 

tuted. 

[No. X.nO]4|8|92-DMS & PFAl 
INDRAJTT CHAUDHURI, Addl. Secy. 

NOTE.—The Drugs & Cosmetics Rules, 1945 as 
amended upto 1-5-1979 is contained in the publica¬ 
tion of the Ministry of Health & Family Welfare 
(Department of Health) containing the Drugs & Cos¬ 
metics Act and the Rules (PDGHS-61). Subsequent¬ 
ly titc said rules have been amended by the following 
notifications published in Part II, Section 3, Sub¬ 
section (i) of the Gazette of India, namely ;— 

1. GSR 1241 dated 6-10-1979 

2. GSR 1242 dated 6-10-1979 

3. GSR 1243 dated 6-10-1979 

4 GSR 1281 dated 12-10-1979 

5. GSR 430 dated 19-04-1980 

6. GSR 779 dated 26-7-1980 

7. GSR 540 (E) dated 22-9-1980 

8. GSR 6P.0(E) dated 5-12-1980 

9. GSR 631(E) ciaiecl 5-12-1980 


10. GSR 682(E) dated 5-12-198D 

11. GSR 27(E) dated 17-1-1981 

12. GSR 478(E) dated 6-8-1981 
n. GSR 62(E) dated 5-2-1982 

14. GSR 462(E) dated 22-6-1982 

15. GSR 5l()(E) dated 26-7-1982 

16. GSR 13(E) dated 7-M983 

17. GSR 318(E) dated 1-5-1984 

18. GSR 331 (E) dated 8-5-1984 

19. GSR 460(E) dated 20-6-1984 

20. GSR 487(E) dated 2-7-1984 

21. GSR 89(E) dated 16-2-1985 

22. GSR 788(E) dated 10-10-1985 

23. GSR 17(E) dated 7-1-1986 

24. GSR 1049(E) dated 29-8-1986 

25. GSR 1060(E) dated 5-9-1986 

26. GSR 1115(E) dated 30-9-1986 

27. GSR 71(E) dated 30-1-1987 

28. GSR 570(E) dated 12-6-1987 

29. GSR 626(E) dated 2-7-1987 

30. GSR 792(E) dated 17-9-1987 

31. GSR 371(E) dated 24-3-1988 

32. GSR 75(E) dated 2-6-1988 

33. GSR 675(E) dated 2-6-1988 

34. GSR 676(E) dated 2-6-1988 

35. GSR 677(E) dated 2-6-1988 

36. GSR 680(E) dated 6-6-1988 

37. GSR 7.35(E) dated 24-6-1988 

38. GSR 813(E) dated 27-7-1988 

39. GSR 944(E) dated 21-9-1988 Conrigeodum 

40. GSR 43(E) dated 20-1-1989 Conigendum 

41. GSR 44(r) clateil 20-1-1989 Corrigendum 

42. GSR lOOfE) dated 14-2-1989 Corrigendum 

43. GSR 443(E) dated 12-4-1989 

44. GSR 588(E) dated 2-6-1989 Corrigendum 

45. GSR 691(E) dated 11-7-1989 

46. GSR 784(H) daied 28-8-1989 

47. GSR 16(E) dated 10-1-1990 

48. GSR 731(E) dated 23-8-1990 

49. GSR 865(F,) dated 25-10-1990 

50. GSR IKE) dated 7-1-1990 

51. GSR 223(E) dated 19-4-1991 

52. GSR 246(E) dated 1-5-1991 

53. GSR 30UE) dated 7-6-1001 

54. GSR 302 (B) dated 7-6-1991 

55. GSR 491(E) da'^ed 25-7-10Q| 

56. GSR 495(E) dated 25-7-1991 

57. GSR 532(E) dated 14-8-1991 

58. GSR 626(K) dated 14-10-1991 
59 GSR 668fF,) dated 7-11-1001 

60. G.SR 730(E) dated 10-12-1991 

61. GSR 59CE) dated 22-1-1992 

62. GSR 305(E) dated 4-3-1992 Corrigendum 

63. GSR n45fC) daVd a ter,a 

64. GSR 597(E) dated 17-6-1992 
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